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Language Use Worksheet 
Part I. Materials for English-Speaking Participants  

1 Have documents intended for use with English-speaking study participants been tested for literacy level 
and /or reading ease using a standard method/instrument (Fry Readability Scale, Flesh Kincaid 
Readability Scale, etc.)? ____Yes  (Go To 1a) ____ No  (Go To 2) 

1a If Yes: Method applied: ____________      Validated grade level of form: ______  

 Other reading ease or readability scores__________________    

2 Do the documents intended for use with English-speaking study participants utilize a specialized/technical 
vocabulary such as one related to a particular medical or physical condition? 
____Yes (Go To 2a)  ____No  (Go To 3) 

2a If Yes: What is the basis for belief that the study’s English-speaking subject population is familiar with and 
fully comprehends the specialized vocabulary?  Explain.   

3 Does the proposed English-speaking subject population include children or people whose primary 
language is not English or who have an average sixth-grade reading level or less? 
____Yes  (Go To 3a) ____ No (Go To 4) 

3a If Yes, has ordinary English vocabulary been used to replace technical terms in all informational materials 
intended for the subject population?  ____Yes   ____No 

4 Does the project use interviews, scripts, or any other spoken-language methods or materials that require 
aural linguistic comprehension by English-speaking study participants? 
____Yes  (Go To 4a) ____No  (Go To 5) 

4a If Yes, have the materials been reviewed and approved as comprehensible by English-speaking members 
of the proposed study population?  ____Yes  (Go To 5) ____No  (Go To 4b) 

4b If No to 4a, what procedure has been used to ensure that materials requiring aural comprehension will be 
fully comprehensible to the English-speaking study population? 

5 In its English-language materials, does the study address any topics that are likely to be culturally 
sensitive or psychologically difficult for any English-speaking study participant(s)? 
____Yes  (Go To 5a) ____No  (Go To 6) 

5a If Yes, have English-speaking members of the proposed subject population reviewed the English-
language materials and found the verbiage to be culturally and psychologically appropriate for English-
speaking study participants?  ____Yes  (Go To Part II) ____No  (Go To 5b) 

5b If No to 5a, what other procedure has been used to ensure that study materials intended for the English-
speaking study population will be culturally and psychologically appropriate for that population? 

 

Part II.  Materials for Participants with Preferred Languages Other Than English  

On the IRB Initial/Resubmission Protocol Review Application, you may have indicated that your proposed project 
involves non-English-speaking participants.  If so, please answer the following questions: 

1 Have all materials intended for the study population to read and listen to been translated into appropriate 
languages for any individual(s) or sub-population(s) of study participants with (projected) preferred 
languages other than English?  ____Yes ____No 

2 Have documents in languages other than English intended for use with study participants been tested for 
literacy (grade) level and /or reading ease using a standard method/instrument (Fry Readability Scale, 
Flesh Kincaid Readability Scale, etc.)?  ____Yes  (Go To 2a) ____No  (Go To 3) 

2a If Yes: Method applied: ____________ Validated grade level of form: ____  
     Other reading ease or readability scores____________ 
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3 Do the translated documents intended for use with study participants with preferred languages other than 
English use a specialized/technical vocabulary such as one related to a particular medical or physical 
condition?  ____Yes  (Go To 3a) ____No  (Go To 4) 

3a If Yes: What is the basis for belief that study participants with preferred languages other than English are 
familiar with and fully comprehend the specialized vocabulary in their (respective) language(s)?  Explain.   

4 Are study participants with preferred languages other than English children or people with an average 
reading level of sixth grade or less in their (respective) language(s) of choice? 
____Yes  (Go To 4a) ____No  (Go To 5) 

4a If Yes, has ordinary language been used to replace technical terms in any translated informational 
materials intended for study participants with preferred languages other than English?  ____Yes  ____No 

5 Does the project use interviews, scripts, or any other spoken-language methods or materials that require 
aural linguistic comprehension by research subjects?  ____Yes  (Go To 5a) ____No   

5a If Yes, have the materials been translated into the appropriate language(s) for   study participants with any 
(projected) preferred language(s) other than English?  ____Yes  (Go To 5b) ____No  (Go To 6) 

5b If Yes to 5a, have the translated materials been reviewed and approved as aurally comprehensible by 
members of the proposed study population who are speakers of the preferred language(s) other than 
English?  ____Yes  (Go To 6) ____No  (Go To 5c) 

5c If No to 5b, what procedure has been used to ensure translated materials requiring aural linguistic 
comprehension will be fully comprehensible to study participants with preferred language(s) other than 
English? 

6 In materials translated into languages other than English, does the study address any topics that are likely 
to be culturally sensitive or psychologically difficult for participants with preferred languages other than 
English?  ____Yes  (Go To 6a) ____No  (Go To 7) 

6a If Yes, have members of the proposed subject population who are speakers of the other language(s) 
reviewed all translated study materials and found the verbiage to be culturally and psychologically 
appropriate for study participants with preferred language(s) other than English? 
____Yes  (Go To 7) ____No  (Go To 6b) 

6b If No to 6a, what other procedure has been used to ensure that translated study materials intended for the 
subject population with preferred languages other than English are culturally and psychologically 
appropriate for that population? 

7 Worksheet Complete. 

 


